
From: McCormack, Craig (ECY)
To: Bradley, Dave (ECY)
Cc: Kissinger.Lon@epamail.epa.gov; Bailey.Marcia@epamail.epa.gov
Subject: RE: Response to FCR Comments - EPA Information Guidelines
Date: Wednesday, August 29, 2012 1:13:01 PM
Attachments: DB"s Qual of Info_CRM_Additions.docx

Some additional narrative for Qual. Of Information-I think EPA – region 10 should comment/review
 this since I am writing about something I think they did!?
 

From: Bradley, Dave (ECY) 
Sent: Tuesday, August 28, 2012 10:30 AM
To: McCormack, Craig (ECY); Lon Kissinger
Cc: Hankins, Martha (ECY)
Subject: Response to FCR Comments - EPA Information Guidelines
 
Craig and Lon –
 
First, thank you for all the help on responses to comments. 
 
Second, sorry to be a pest.  However, I need further assistance on some of the comments related to
 compliance with EPA Information Guidelines. 
 
Attached is a draft excerpt from the response document that summarizes the comments and a draft
 response.   The draft response is what I would like to say, but I want to make sure it is factually
 correct.   Plus, if there are any references that could be added to beef up the response. 
 
Thanks.  Mosquito season will be over soon (although, I think the wasps will arrive soon)
 
Dave
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[bookmark: _Toc333865539]6.7	EPA information quality guidelines

Several people noted that other organizations have developed procedures and criteria for ensuring the scientific integrity of data used to support regulatory decisions.  One person pointed to the EPA Region 10 Information Quality Guidelines Pre-Dissemination Checklist that includes a series of questions that must be answered in situations where EPA relies on data that has not undergone external peer review.  He concluded that neither EPA’s nor Ecology’s evaluation of the available tribal studies satisfied these criteria:  

For documents such as the framework document, EPA Region 10 does require those preparing the document to complete a form titled "Region 10 Information Quality Guidelines Pre-dissemination Checklist."  One of the questions to be answered is "Does the work product meet 'quality' objectives?"  Normally, "formal, external peer review" is necessary to meet agency criteria for quality.  In the absence of external peer review, the following questions must be answered:

1.  Is the information accurate and reliable?

2.   Is the information unbiased?

3.   Is the information useful?

4.   Is the information secure?

EPA Region 10's guidelines regarding the first question indicate that if the data were developed or funded by EPA, the information may not be considered accurate and reliable unless the data were obtained under an approved quality assurance project plan (QAPP).  If the data were not developed or funded by EPA, the data must be assessed against agency assessment factors to determine whether they are accurate and reliable. As indicated earlier, EPA Region 10's framework document is based on seafood consumption surveys of the Tulalip, Squaxin, and Suquamish tribes.  The Tulalip/Squaxin surveys (Toy et al, 1996) were funded by EPA, but there is no evidence of a QAPP having been prepared.  The Suquamish survey (The Suquamish Tribe 2000) was funded by the Agency for Toxic Substances and Disease Registry (ATSDR), and administered through the Washington State Department of Health.  Again, there is no evidence of a QAPP having been prepared.  The Suquamish survey results are reported only in summary form in a publicly available document (The Suquamish Tribe 2000), but the underlying data have never been released to anyone, including EPA. A consultant to the Suquamish tribe conducted all statistical analyses of the data.  Given that neither EPA nor anyone other than the Suquamish Tribe and their statistical consultant has ever seen the data, there is no way to know whether the statistics are correct.  Hence, it is not apparent how EPA could vouch for the accuracy and reliability of the Suquamish data. [NEEDS CITATION]

One person stated that the fish consumption rate surveys should be considered “influential information” that requires additional scrutiny.  He concluded that neither EPA’s nor Ecology’s review satisfied the EPA Region 10 Information Quality Guidelines for data transparency and peer review.  For example:

It also appears that EPA further failed to comply with EPA Region 10's Information Quality Guidelines, which state that "influential information" should be subjected to a higher degree of transparency about data and methods, than other disseminated information.  Prior to dissemination of "influential information," all five of the following questions must be answered in the affirmative:

1.  Is the source of the data presented?

2.   Are the various assumptions employed fully described?

3.   Are the analytical methods fully described?

4.   Are the statistical methods fully described and discussed?

5.   Do all the original and supporting data meet the above criteria, to the extent practicable, given ethical, feasibility, and confidentiality constraints?

Because EPA has not seen the underlying data from the Suquamish survey, it cannot answer all of these questions affirmatively.  The lack of opportunity to review the underlying data used in development of EPA Region 10’s framework document compromises the transparency of the process, which, just as in the case of Ecology's technical support document, is necessary for any document with such far-reaching implications.(McKrone)

Ecology’s Evaluation and Response.  This comment raises several questions.  Those questions and Ecology’s responses are presented below.  

· Did EPA conclude that the Framework document complies with the EPA information guidelines? 

The EPA Region-10 Framework underwent extensive review and changes.  Numerous reviews and changes were made by EPA senior technical staff and management over a three to four year period between late-2004 and mid-2007.  EPA performed those reviews in accordance with EPA information quality guidelines and concluded that the document and underlying data were consistent with those guidelines.     

· Does the Suquamish survey have a QAPP or an equivalent document?  

The Suquamish survey design includes quality assurance/quality control procedures that were used when conducting the survey (see page 19 of the study report).   However, the project team did not develop a QAPP that meets current EPA information guidelines.   EPA prepared an existing data QAPP when preparing the Framework document to ensure that the information met EPA’s information quality guidelines.  

· How did EPA deal with #5 in the checklist for influential information?

EPA did not have access to the underlying study data given the confidentiality agreements.  However, EPA did conclude that, to the extent practicable, given ethical, feasibility and confidentiality constraints, that the original and supporting data meet the criteria for influential information.   

The EPA Region-10 Framework recognized and was developed to be consistent with EPA’s 2002 Guidelines for Ensuring and Maximizing the Quality, Objectivity, Utility, and Integrity of Information Disseminated by the Environmental Protection Agency.  The most salient features of EPA existing information quality policies and guidelines are associated with the following assessment factors:[footnoteRef:1] [1:  U.S. Environmental Protection Agency.  A summary of General Assessment Factors for Evaluating the Quality of Scientific and Technical Information.  EPA’s Science Policy Council.  EPA 100/B-03/001. June 2003.  Web location: http://www.epa.gov/spc/pdfs/assess2.pdf
] 


Soundness: the extent to which the scientific and technical procedures measures, methods or models employed to generate the information are reasonable for, and consistent with, the intended application.

Applicability and Utility: The extent to which the information is relevant for the Agnecy’s intended use.

Clarity and Completeness: The degree of clarity and completeness with which the data, assumptions, methods, quality assurance, sponsoring organizations and analyses employed to generate the information are documented.

Uncertainty and Variability: The extent to which the variability and uncertainty (quantitative and qualitative) in the information or in the procedures, measures, methods or models are evaluated and characterized.

Evaluation and Review: The extent of independent verification, validation and peer review of the information or of the procedures, measures, methods or models.

To be consistent with current information quality guidelines and procedures, EPA Region-10 evaluated the fish dietary information and the development of the Framework by weighing considerations that fit wihin these five assessment categories.  Hence, EPA Region-10 weighed these assessment factors in the process of evaluating the quality and relevance of information used to develop the EPA Region-10 Framework.   In addition, the appropriate level of quality for a particular information or policy product is related to how and in what context the information is to be used.  Since EPA Region-10 Framework is disseminated and used throughout the Puget Sound area the EPA Region-10 management and staff considered Information Quality Guidelines which provides the policies and procedures for reviewing and substantiating the quality of information before the Framework was disseminated.




